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BALLOON FOLDING CONTROL 
MECHANISM 

CROSS-REFERENCE TO RELATED 
APPLICATIONS 

0001. This application claims the benefit of U.S. Provi 
sional Application Ser. No. 60/958,849, filed Jul. 9, 2007, 
entitled “Balloon Folding Control Mechanism’, the entire 
contents of which are incorporated by reference. 

TECHNICAL FIELD 

0002. This invention relates to medical devices, and more 
particularly to balloon catheters that can be placed within a 
body lumen and inflated to perform various medical proce 
dures. The invention is especially relevant to balloon cath 
eters with balloons formed of non-elastomeric (semi-rigid) 
films or materials, wherein the film that forms the balloon is 
folded and unfolded during deflation and inflation, respec 
tively, of the balloon. 

BACKGROUND OF THE INVENTION 

0003 Balloon catheters are used to perform various medi 
cal procedures wherein the balloon is positioned within a 
body lumen or canal and Subsequently inflated. In some of 
these medical procedures, such as in an angioplasty proce 
dure, the balloon is inflated so as to expand the interior vol 
ume of the body canal. In this type of procedure, the balloon 
is expanded to apply pressure to the interior surface of the 
body canal to thereby compress any tissue protruding into the 
canal and thereby enlarge the interior volume thereof. Once 
the tissue has been compressed, and the body canal widened, 
the balloon is deflated and removed. 
0004. In other types of medical procedures, such as pho 
todynamic therapy (PDT), a balloon catheter is used to align 
and stabilize the catheter within the body lumen. For 
example, the balloon catheter may be inflated under low 
pressure within a body lumen such as the esophagus. A thera 
peutic fiber optic device is then inserted into the catheter in 
the vicinity of the balloon. The therapeutic fiber optic device 
is then used to emit light waves to treat the Surrounding tissue. 
In this procedure, the balloon is used to both align the catheter 
in the center of the body lumen, and to prevent the catheter 
from moving during the PDT procedure. However, the tissue 
to be treated must not be unduly compressed by the expanded 
balloon. Thus, the balloon is expanded only enough to lightly 
contact the interior Surface of the lumen and align the cath 
eter. 

0005. As will be explained below, conventional balloon 
catheters have a number of shortcomings that make them 
inadequate for many of the above-described procedures, and 
in particular, for PDT procedures. 
0006. A typical balloon catheter 10 is shown in FIGS. 
1A-1D. As best seen in FIG. 1A, a conventional balloon 
catheter 10 comprises a balloon 12 that is affixed to a catheter 
14. The balloon 12 is typically manufactured from a non 
elastomeric material (e.g., a semi-rigid or non-compliant 
material), and includes a distal neck or end 16, a proximal 
neck or end 18 and a central portion 20. The balloon 12 is 
affixed to the catheter 14 by inserting the distal end 22 of the 
catheter 14 into and through the proximal end 18 of the 
balloon 12. The balloon 12 is then slid over the catheter 14 
until the distal end 22 of the catheter 14 is inserted into the 
distal end 16 of the balloon 12. The distal end 22 of the 
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catheter 14 is then affixed to the distal end 16 of the balloon 12 
by an adhesive, ultrasonic welding, or some other method. 
The proximal end 18 of the balloon 12 is similarly affixed to 
the outer wall of the catheter 14 so as to anchor and seal the 
proximal end of the balloon 12. 
0007. The catheter 14 includes an aperture 24 for the intro 
duction of air or some other fluid into the interior volume of 
the balloon 12. Although not shown in the drawings, the 
proximal end of the catheter 14 is typically attached to a 
device. Such as a syringe, that is manipulated to either inflate 
or deflate the balloon 12 by injecting a fluid into or withdraw 
ing a fluid from, respectively, the interior volume of the bal 
loon 12. 
0008. The conventional balloon catheter 10 has a number 
of drawbacks for use in many of the above-described proce 
dures, and in particular, for use in PDT procedures. When 
initially manufactured, the balloon catheter 10 generally 
assumes a shape and configuration as depicted in FIG. 1A. As 
can be seen in this drawing, the central portion 20 of the 
balloon 12 is connected to the distal end 16 and the proximal 
end 18 by tapered or conical sections 26. The tapered sections 
26 provide a transition between the larger diameter of the 
central portion 20 of the balloon 12 and the smaller end 
portions of the balloon 12 (i.e., the distal end 16 and the 
proximal end 18) that are connected to the catheter 14. 
0009. At the time of packaging by the manufacturer or at 
the initiation of the medical procedure, the balloon 12 is 
typically deflated prior to inserting of the balloon catheter 10 
into the body canal. Deflation of the balloon 12 is necessary to 
reduce the overall cross-section or diameter of the device to 
permit it to pass through an endoscope and/or to navigate and 
pass through the body's internal canals. FIG. 1B depicts the 
balloon catheter 10 in the deflated state. As can be seen in this 
drawing, the balloon 12 is forced to compress in length. This 
is because the overall length of the material that forms the 
central portion 20 and the tapered portions 26, as measured 
along the Surface of the balloon 12 in a generally axial direc 
tion of the catheter 14 (i.e., from one end of the balloon 12 to 
the other), is greater than the distance between the distal end 
16 and the proximal end 18. As a result of this compression, 
transverse creases 28 typically form along the surface of the 
balloon 12. 
0010. After the balloon catheter 10 is positioned within the 
body canal (not shown) at the desired location, inflation of the 
balloon 12 is initiated as shown in FIG.1C. As depicted in this 
drawing, the creases 28 in the Surface of the material may 
prevent the balloon 12 from fully expanding to its normal 
length (i.e., as shown in FIG. 1A). In other words, the balloon 
12 tends to act like a spring under tension. As a result, the 
portion of the catheter 14 that lies between the distal end 16 
and the proximal end 18 of the balloon 12 will be forced into 
compression, and may begin to bow 30 as a result of these 
compressive forces. 
0011. As inflation of the balloon 12 continues, bowing 30 
of the catheter 14 may be increased as shown in FIG.1D. This 
is the result of transverse or outward expansion of the central 
portion 20 of the balloon, which tends to pull the distal end 16 
and the proximal end 18 towards each other. 
0012 Bowing 30 of the catheter 14 may not be eliminated 
unless and until a sufficiently high inflation pressure is 
applied to the balloon 12 (see FIG. 1A). However, some 
bowing 30 of the catheter 14 may nevertheless remain if the 
initial deflation of the balloon 12 (see FIG. 1B) resulted in the 
formation of permanent transverse creases 28. Permanent 
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bowing 30 of the catheter 14 is more likely if the balloon 12 
is constructed from a non-elastomeric material. 

0013 The formation of transverse creases 28 and the bow 
ing 30 of the catheter 14 can negatively impact the use of the 
conventional balloon catheter 10 during certain medical pro 
cedures. For example, during angioplasty procedures, perma 
nent creases 28 in the surface of the balloon 12 may prevent 
the complete or uniform compression of the tissue on the 
interior surface of the body canal against which the balloon 12 
is expanded. This may result in a decrease in effectiveness of 
the angioplasty procedure. 
0014 With respect to PDT procedures, any bowing 30 of 
the catheter 14 can prevent accurate alignment and centering 
of the catheter 14 within the body lumenorcanal to be treated. 
This is because typical PDT procedures do not allow the 
expanded balloon 12 to exert excess pressure or heavy contact 
on the interior surface of the body lumen. Thus, the balloon 12 
cannot be inflated with a pressure that is sufficient to elimi 
nate any bowing 30 of the catheter 14. The catheter 14 may 
consequently not be properly centered in the body lumen. As 
a result, effective treatment of the body lumen tissue with the 
therapeutic fiber optic device, which is positioned inside the 
catheter 14, may be inhibited. 
0015. In addition, because the distal end 16 and the proxi 
mal end 18 of the balloon 12 are both fixed to the catheter 14 
at permanent (i.e., non-moveable) locations, the ability to 
reduce the diameter of the deflated balloon 12 may be limited, 
particularly if the balloon 12 is manufactured from a non 
elastomeric material. In other words, the central portion 20 of 
the balloon 12 may not compress tightly about the catheter 14 
during deflation because of the creases 28 formed in the 
material of the balloon 12 (see FIG. 1B). Bunching of the 
balloon material may likewise limit the deflated diameter or 
cross-section of the balloon12. Consequently, the device may 
be more difficult to maneuver during ingress or egress of the 
device through the body's canals. In addition, the resulting 
"wrinkled surface of the balloon 12 may cause irritation to 
body canal tissue during ingress oregress of the device and/or 
prevent the device from passing through the endoscope chan 
nel. 

0016 To overcome one or more of the above-described 
problems and disadvantages of conventional balloon cath 
eters, an improved balloon catheter has been developed that 
includes a balloon that is fixedly connected to the catheter at 
only a single location. An example of the improved balloon 
catheter 40 is shown in FIG. 2, which illustrates the distal 
portion of the improved balloon catheter. The balloon cath 
eter 40 includes a rounded or cylindrically shaped balloon 42 
that is affixed to a catheter 44. In particular, the proximal end 
46 of the balloon 42 is fixedly connected to the distal end 48 
of the catheter 44. A tapered stiffening member 50 extends 
distally from the distal end 48 of the catheter 44 and through 
the interior of the balloon 42. The distal end 52 of the stiff 
ening member 50 forms a slip joint connection 54 with the 
distal end 56 of the balloon 42. The slip joint 54 allows the 
distal end 56 of the balloon 42 to axially move or translate 
with respect to the distal end 48 of the catheter 44 while 
maintaining axial alignment of the balloon 42 relative to the 
stiffening member. 
0017. The slip joint 54 allows the overall length of the 
balloon 42 to change during inflation or deflation. In addition, 
the slip joint 54 prevents the relative axial rigidity of the 
catheter 44 and stiffening member 50 from generating any 
axial tensile or compressive forces in the balloon 42. Conse 
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quently, transverse creasing of the central portion of the bal 
loon 42 is eliminated or at least minimized. The slipjoint 54 
similarly prevents the balloon 42 from generating any adverse 
forces in the catheter 44 or stiffening member 50 during 
inflation or deflation of the device. Thus, the catheter 44 and 
stiffening member 50 will not be bowed or stretched as result 
of the inflation or deflation of the balloon 42. Moreover, the 
central portion of the balloon 42 can generally be collapsed 
into a smaller diameter or cross-section for ingress or egress 
of the balloon catheter 40 through the body's canals and/or the 
endoscope channel. 
0018. Although slipjointballoon catheters have overcome 
many of the disadvantages of conventional fixed length bal 
loon catheters, slip joint balloon catheters may be difficult to 
refold into the pre-inflated folded state. For example, many 
semi-rigid balloon catheters are initially folded to have three 
or more “wings' So as to minimize the cross-sectional area 
and transverse creasing of the deflated balloon for delivery to 
the target site within the patient. After the balloon has been 
inflated (e.g., to perform the medical procedure), the balloon 
must then be deflated so that it can be removed from the 
patient. However, the balloon, and particularly a slip joint 
balloon, may not refold into the initial folded configuration. 
For example, the balloon may only fold into a 2-wing con 
figuration, or may bunch up in response to the negative pres 
sure used to deflate the balloon. This is most likely due to 
elongation and/or plastic deformation of the balloon during 
inflation. As a result, the balloon may not deflate back into the 
same cross-sectional area as that of the initially folded bal 
loon. This may make it difficult or impossible to remove the 
balloon from the patient, particularly if the balloon catheter 
was introduced into the patient through an endoscope or other 
elongate introducer. The balloon may also get jammed in the 
endoscope upon withdrawal. These problems can be exacer 
bated with semi-rigid stageable balloons that are designed to 
undergo plastic deformation (permanent stretching) during 
inflation in order to achieve various discrete diameters at 
specified corresponding pressures. This is most likely due to 
the loss of “fold memory” in the balloon material as a result of 
the plastic deformation incurred by the inflation of the bal 
loon. 

0019 What is needed is an improved slip joint balloon 
catheter that overcomes the disadvantages of conventional 
devices. In particular, what is needed is a slip joint balloon 
catheter that can be deflated to a minimal diameter for ingress 
and egress through the body's canals and/or an endoscope 
channel, that resists the formation of transverse creases in the 
Surface of the balloon during deflation, and that assumes a 
predetermined and desired folding configuration upon defla 
tion. 

SUMMARY OF THE INVENTION 

0020. The foregoing problems are solved and a technical 
advance is achieved by the slip joint balloon catheter of the 
present invention. The balloon catheter includes a rounded or 
cylindrically shaped balloon that is affixed to a catheter. The 
balloon includes a distal end, a proximal end and a central 
portion, and is formed of a non-elastomeric or semi-rigid 
material. The proximal end of the balloon is fixedly attached 
to the distalend of the catheter, which terminates at or near the 
proximal end of the balloon. A stiffening member is disposed 
within the catheter and extends distally from the distal end of 
the catheter and traverse the interior of the balloon. The distal 
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end of the stiffening member forms a slip joint connection 
with the distal end of the balloon. 
0021. The slipjoint connection allows the distal end of the 
balloon to axially move or translate with respect to the distal 
end of the catheter while maintaining axial alignment of the 
balloon relative to the stiffening member. This prevents the 
relative axial rigidity of the catheter and stiffening member 
from generating any axial tensile or compressive forces in the 
balloon. Consequently, transverse creasing of the central por 
tion of the balloon is eliminated or at least minimized. The 
slipjoint connection similarly prevents the balloon from gen 
erating any adverse forces in the catheter or stiffening mem 
ber during inflation or deflation of the device. Thus, the cath 
eter and stiffening member will not be bowed or stretched as 
result of the inflation or deflation of the balloon. 
0022. The slip joint balloon catheter of the present inven 
tion further includes a balloon folding control mechanism 
that is configured to promote refolding of the balloon into a 
predetermined and desired folding configuration upon defla 
tion. In particular, the balloon folding control mechanism is 
configured to promote refolding of the balloon into at least a 
3-wing configuration, thereby allowing the deflated balloon 
to assume a minimal cross-sectional area. 
0023. In a first aspect of the invention, the balloon folding 
control mechanism comprises a stop member that is config 
ured to limit shortening of the balloon to a predetermined 
amount. In one embodiment, the stop member is attached to 
the stiffening member and is configured to limit proximal 
movement of the distal end of the balloon relative to the 
stiffening member. 
0024. In a second aspect of the invention, the balloon 
folding control mechanism comprises a biasing member for 
applying a biasing force to the balloon, the biasing force 
being configured to inhibit shortening of the balloon and/or 
promote lengthening of the balloon by a predetermined 
amount. In one embodiment, the biasing member is spring 
disposed between the stiffening member and the distal end of 
the balloon. 
0025. These and other advantages, as well as the invention 

itself, will become apparent in the details of construction and 
operation as more fully described below. Moreover, it should 
be appreciated that several aspects of the invention can be 
used with other types of balloon catheters or medical devices. 

BRIEF DESCRIPTION OF THE DRAWING 

0026. Embodiments of the present invention will now be 
described by way of example with reference to the accompa 
nying drawings, in which: 
0027 FIGS. 1A-1D depict cross-sectional side views of a 
conventional fixed length balloon catheter in various stages of 
inflation and deflation; 
0028 FIG. 2 depicts a cross-sectional side view of the 
distal portion of an exemplary slip joint balloon catheter; 
0029 FIG. 3 is an schematic illustration of the distal por 
tion of a conventional balloon catheter; 
0030 FIG. 4 is an oblique idealized view of the balloon of 
FIG.3: 
0031 FIG.5 is an oblique exploded view of the balloon of 
FIG. 4 showing the basic cylindrical and conical balloon 
elements; 
0032 FIG. 6 is a side view of the balloon of FIG. 4; 
0033 FIG. 7 is a side view of the exploded balloon of FIG. 
5: 
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0034 FIG. 8 is a partial side view of the exploded balloon 
of FIG. 5 wherein the cylindrical and conical balloon ele 
ments have been flattened into a 2-dimensional shape; 
0035 FIG. 9 illustrates the flattened balloon elements of 
FIG. 8 in an overlapping arrangement; 
0036 FIG. 10 is an oblique view of the conical balloon 
element folded into a 2-wing configuration; 
0037 FIG. 11 is an oblique view of the conical balloon 
element folded into a 3-wing configuration; 
0038 FIG. 12 is an oblique view of the conical balloon 
element folded into a 4-wing configuration; 
0039 FIG. 13 is an oblique view of the conical balloon 
element folded into a 5-wing configuration; 
0040 FIG. 14 is a geometric diagram illustrating the out 
line of one wing of a conical balloon element folded into a 
2-wing configuration Superimposed upon the projected pro 
file of the same conical balloon element in its inflated 3-di 
mensional configuration; 
0041 FIG. 15 is a geometric diagram illustrating the out 
line of one wing of a conical balloon element folded into a 
2-wing, 3-wing, 4-wing and 5-wing configuration, each of 
which are Superimposed upon the projected profile of the 
same conical balloon element in its inflated 3-dimensional 
configuration; 
0042 FIG. 16 is a geometric diagram illustrating the pro 
jected profile of an idealized balloon in its inflated 3-dimen 
sional configuration; 
0043 FIG. 17 is a chart illustrating the relationship of 
folding mode and cone aspect relation upon non-ideal folding 
geometry, 
0044 FIG. 18 is a chart illustrating the relationship of 
folding mode and cone aspect relation upon folded cone 
shortening; 
004.5 FIG. 19 is a cross-sectional side view of the distal 
portion of a slip joint balloon catheter comprising a first 
embodiment of a balloon folding control mechanism in 
accordance with the present invention; 
0046 FIG. 20 is a cross-sectional side view of the distal 
portion of a slip joint balloon catheter comprising a second 
embodiment of a balloon folding control mechanism in 
accordance with the present invention; 
0047 FIG. 21 is a cross-sectional side view of the distal 
portion of a slip joint balloon catheter comprising a third 
embodiment of a balloon folding control mechanism in 
accordance with the present invention; 
0048 FIG. 22 is a cross-sectional side view of the distal 
portion of a slip joint balloon catheter comprising a fourth 
embodiment of a balloon folding control mechanism in 
accordance with the present invention; 
0049 FIG. 23 is a cross-sectional side view of the distal 
portion of a slip joint balloon catheter comprising a fifth 
embodiment of a balloon folding control mechanism in 
accordance with the present invention; 
0050 FIG. 24 is a cross-sectional side view of the distal 
portion of a slip joint balloon catheter comprising a sixth 
embodiment of a balloon folding control mechanism in 
accordance with the present invention; and 
0051 FIG. 25 is a cross-sectional side view of the distal 
portion of a slip joint balloon catheter comprising a seventh 
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embodiment of a balloon folding control mechanism in 
accordance with the present invention. 

DETAILED DESCRIPTION 

0052. As an initial matter, an analysis of typical balloon 
geometry and the folding of semi-rigid balloons will be pro 
vided in connection with FIGS. 3-18. FIG. 3 illustrates the 
distal portion of a medical balloon catheter 60 in which the 
inflated thin-wall balloon 62 generally comprises a central 
cylindrical central element 64 and a pair of conical end ele 
ments 66. This is the form in which the balloon 62 is typically 
manufactured, i.e., in the shape of the inflated state. In FIG.4, 
the catheter has been removed and the inflated balloon 62 is 
shown in an idealized geometric form consisting of a cylin 
drical surface element 64 bounded by two conical surface 
elements 66. FIG. 5 is an exploded view of the idealized 
balloon 62 of FIG. 4. This geometry is further illustrated in 
FIGS. 6 and 7, in which the projected shapes of the cylinder 
element 64 and the two conical elements 66 are shown as a 
rectangle and a pair of triangles, respectively. As will be 
explained in greater detail below, the folding behavior of 
these forms is the subject of this analysis and will be used to 
illustrate certain aspects of the present invention. 
0053 As previously mentioned, after the semi-rigid bal 
loon has been inflated to perform the desired medical proce 
dure, the balloon must be deflated (e.g., by the application of 
negative pressure to the balloon) so as to reduce its profile to 
permit withdrawal of the balloon from the patient, particu 
larly if the balloon has been introduced through and endo 
scope or other introducer. FIG. 8 illustrates a partial side view 
of the idealized geometry of the individual cylindrical and 
conical balloon elements 64, 66, as shown in FIG. 7, that have 
been flattened into a 2-dimensional state. Due to energy con 
siderations, this is the most prevalent folding configuration 
for an unconstrained balloon 62. By comparing FIGS. 7 and 
8, it can be observed that when the cylindrical and conical 
balloon elements 64, 66 are converted from an inflated 3-di 
mensional state to a flattened 2-dimensional state, the pro 
jected shape of the cylindrical element 64 remains a rectangle 
while that of the conical element 66 changes from a triangle to 
a pie-shaped circular sector. 
0054 As shown in FIG. 8, a geometric incongruence 
exists between Line A of the flattened cylindrical element 64, 
and Arc B of the flattened conical element 66. This is because 
in the assembled balloon 62, all points along Arc B must 
remain affixed to Line A, including the most distant points B1 
and B2. In FIG. 9, the projected shapes 64, 66 have been 
merged so that points B1 and B2 are disposed on Line A. The 
result is an area of geometric interference in the shape of 
circular Segment C (shown with cross-hatching). When an 
unconstrained balloon 62 is allowed to freely collapse upon 
the application of a negative deflation pressure, and assuming 
an approximation of 2-dimensional folding, the result is non 
ideal crumpling of the balloon in the area of geometric inter 
ference (Segment C). And while the flattened balloon 62 may 
be efficiently rolled and packed into a relatively low-profile 
configuration for introduction through an endoscope and into 
the patient, the crumpled area remains highly inefficient in 
terms of material packing and thus tends to spoil the overall 
profile of the deflated balloon catheter 60. 
0055 While 2-dimensional folding is prevalent in an 
unconstrained balloon 62, many other folding configurations 
are possible, as illustrated in FIGS. 10-13. FIG. 10 illustrates 
the conical balloon element 66 in the flattened 2-dimensional 
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configuration discussed thus far. This is also commonly 
referred to as a “2-wing configuration, wherein the ends of 
the arc represent the tips of two wings. FIGS. 11-13 illustrate 
the geometry of 3-wing, 4-wing and 5-wing folding configu 
rations, respectively, for conical balloon element 66. In gen 
eral, the higher-wing configurations are more favorable over 
the lower-wing configurations because the magnitude of the 
geometric incongruence is reduced. This is because the geo 
metric interference of the 2-wing configuration (Segment C 
of FIG. 9) is divided into several smaller segments. This is 
further illustrated in FIGS. 14-15. 

0056 FIG. 14 illustrates the upper wing of the conical 
balloon element 66 in the deflated (flattened) 2-wing configu 
ration overlaid upon the triangular projection of the conical 
balloon element 66 in the 3-dimensional inflated configura 
tion. The two projected shapes are axially aligned and posi 
tioned along the axis as if each were joined to the end of the 
same cylindrical balloon element 64 (see FIG. 9), which is 
represented by the dashed line. The parameter L is the length 
(measured along the longitudinal axis of the balloon) associ 
ated with the circular section of the geometric interference, 
and provides a quantitative measure of that phenomenon (and 
thus, the magnitude of interference crumpling). The param 
eter S illustrates a second phenomenon associated with the 
transition of the conical balloon element 66 from the inflated 
3-dimensional profile to the deflated (and flattened) profile of 
a folded configuration, i.e., balloon shortening. In other 
words, because the ends of the arc(s) in any folded configu 
ration lie upon the perimeter of the cone, which is coincident 
with the perimeter of the cylinder, the overall length of the 
balloon 62 must shorten at each end thereof by length Supon 
deflation of the balloon 62. 

0057 FIG. 15 likewise illustrates the upper wing of the 
conical balloon element 66 in the deflated (flattened) 2-wing 
configuration overlaid upon the triangular projection of the 
conical balloon element 66 in the 3-dimensional inflated con 
figuration. In addition, FIG. 15 illustrates the projection of a 
single wing of the conical balloon element 66 in each of a 
3-wing, 4-wing, and 5-wing folding configuration. And 
although the parameters L and S are not labeled, one can 
readily observe from the diagram the folding configuration 
significantly influences these two parameters. For example, 
the parameter L is dramatically reduced with each Successive 
increase in the number of folded wings, demonstrating how 
higher wing-number configurations would incur less crum 
pling in the area of geometric interference. With respect to the 
parameter S, the effect of wing number is even more dramatic 
in that the parameter changes from positive with a 2-wing 
configuration, to negative with 4-wing and 5-wing configu 
rations. In other words, the 4-wing and 5-wing configurations 
actually lengthen the balloon 62 (as opposed to shortening the 
balloon 62). Of significance, the 3-wing configuration has a 
parameter S that is nearly Zero, indicating that the 3-wing 
configuration does not significantly alter the length of the 
balloon 62. 

0058. The parameters L and S may be calculated for any 
Such idealized balloon as long as other geometric parameters 
of the balloon are known. FIG. 16 illustrates one method of 
defining additional geometric balloon parameters that are 
Sufficient to permit calculation of L and S for a given folding 
configuration. Specifically, those parameters are the diameter 
D of the cylindrical balloon element 64, and the cone radius R 
of the conical balloon element 66. Naturally, for any given 
balloon diameter, various “short” or “long cones may be 
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affixed. Thus it is useful to normalize by the balloon diameter 
D, and then reference an aspect ratio for the balloon in terms 
of R/D. Balloons of low aspect ratio will appear to short, 
stubby cones, while higher aspect ratio balloons will appear 
to have relatively longer cones. In all of the figures discussed 
thus far, the aspect ratio of the balloon 62 has been about 1.2. 
The parameters L and S may be similarly normalized, allow 
ing their behavior to be plotted against the aspect ratio for 
various folding configurations. Those charts are presented in 
FIGS. 17 and 18, respectively. 
0059. As illustrated in FIG. 17, it can be observed that L 
generally drops gradually and approaches an asymptotic 
value as the aspect ratio increases. From a study of the math 
ematical function describing L, which is a trigonometric 
function, it can be deduced that the asymptotic value being 
approached is Zero, regardless of wing number. For the range 
of aspect ratios shown, L is reduced by approximately /2 in 
going from a 2-wing to a 3-wing folding configuration. Fur 
ther reductions, on the order of an additional /3 each, are 
gained in going from a 3-wing to a 4-wing configuration, and 
in going from a 4-wing to a 5-wing configuration. In the move 
from a 5-wing to a 6-wing configuration, the reduction in L is 
approximately 4, so that a trend of diminished returns seems 
to be evident. 

0060. In FIG. 18, it can be observed that Salso approaches 
an asymptotic value as the aspect ratio increases. And again, 
from the mathematical function describing S., which is also a 
trigonometric function, it can be deduced that Sapproaches 
Zero in all cases. It should be noted that, for the range of aspect 
ratios shown, the behavior of S for 2-wing and 3-wing con 
figurations are different from one another and from the behav 
iors for wing numbers of 4 and above, which all behave 
similarly to one another. For the 2-wing folding configura 
tion, S is entirely positive, first rising before dropping asymp 
totically towards Zero. For the 3-wing configuration, S starts 
out negative, rises to cross Zero at an RID equal to about one, 
then peaks and gradually approaches Zero from the positive 
side. For 4 and higher wing configurations, S is entirely 
negative and approaches Zero asymptotically in a seemingly 
first order fashion. 

0061 The present invention is directed to control mecha 
nisms for improving the profile of slip-joint balloon catheters 
upon deflation, and in particular, for reducing L (i.e., crum 
pling) via control of S (i.e., balloon shortening or lengthen 
ing). In other words, if balloon shortening during deflation 
can be prevented, or if a prescribed amount ofballoon length 
ening can be induced, folding into the higher-wing configu 
rations can be achieved. In turn, this forces a reduction in L. 
which reduces crumpling and improves the profile of the 
balloon for ease of insertion into and withdrawal from the 
patient. In short, the control mechanisms of the present inven 
tion are configured to promote the refolding of a slip joint 
balloon into at least a 3-wing configuration by controlling the 
length of the balloon during deflation. Several embodiments 
of balloon folding control mechanisms according to the 
present invention will now be described in connection with 
FIGS 19-25. 

0062. A first embodiment of a balloon catheter 100 of the 
present invention is depicted in FIG. 19, which illustrates the 
distal portion (i.e., the balloon portion) of the balloon catheter 
100. The balloon catheter 100 includes a balloon 102 having 
a cylindrical central element 104 and a pair of conical end 
elements 106. The balloon 102 is typically manufactured 
from a non-elastomeric material (e.g., a semi-rigid or non 

Jan. 22, 2009 

compliant material), and preferably comprises a translucent, 
transparent or optically clear film. For example, the balloon 
102 could be manufactured from a biocompatible polymer 
Such as polyamide, polyurethane, polyester, polyolefin, poly 
ethylene terephthalate and the like. The balloon 102 is gen 
erally manufactured as a unitary structure and in the shape of 
its 3-dimensional inflated stated. 

0063. The proximal end of the balloon 102 is fixedly con 
nected to the distal end of a flexible elongate outer catheter 
108. The proximal end of the outer catheter 108 includes a 
hub (not shown) that is configured to attach to an inflation 
device Such a standard medical Syringe. An inflation lumen 
110 extends through the outer catheter 108 and is in fluid 
communication with the hub. The distal end of the inflation 
lumen 110 is in fluid communication with the interior of the 
balloon 102 via one or more apertures 112 disposed through 
the side of a metal insert 114. The metal insert 114 is press fit 
into the distal end of the outer catheter 108, and is configured 
to prevent the balloon 102 from occluding (blocking) the 
apertures 112 during deflation. Thus, an inflation fluid may be 
injected into, or withdrawn from, the interior of the balloon 
102 by an inflation device attached to the hub via inflation 
lumen 110 and apertures 112. 
0064. The balloon catheter 100 further comprises an elon 
gate stiffening member 116 disposed within the lumen 110 of 
the outer catheter 108. The diameter or cross-sectional area of 
the stiffening member 116 is generally less than the diameter 
or cross-sectional area of the lumen 110 so as to allow the 
passage of the inflation fluid between the hub (i.e., the infla 
tion device) and the interior of the balloon 102. In other 
words, the diameter of the stiffening member 116 is less than 
that of the lumen 110 so as to create a cavity between the 
outside surface of the stiffening member 116 and the inside 
surface of the lumen 110 sufficient for the passage of the 
inflation lumen. Alternatively, the outer catheter 108 may 
comprise one or more separate lumens for the passage of the 
inflation fluid, and the stiffening member 116 may be dis 
posed with a non-inflation lumen. The catheter 108 may also 
comprise additional lumens configured for other functions, 
Such as for the injection of contrast or medications, or for the 
passage of a wire guide. The design of multi-lumen catheters 
is well known to those skilled in the art. 

0065. The stiffening member 116 is connected at or near 
its proximal end to the hub (not shown). The distal end of the 
stiffening member 116 extends distally from the distal end of 
the outer catheter 108 (i.e., through insert 114), through the 
interior of the balloon 102, and into a sleeve 118 formed in the 
distal end of the balloon 102. In the embodiment shown, the 
sleeve 118 is formed by an end cap 120 fixed to the distal end 
of the balloon 102. The end cap 120 provides an air tight seal 
with the balloon 102 and is rounded at its distal end to facili 
tate ingress of the balloon catheter 100 into and through the 
patient's bodily lumen and prevent the end cap 120 from 
puncturing or injuring the walls of the bodily lumen. The end 
cap 120 may be manufactured from a pliable plastic material 
to further promote the ingress of the balloon catheter 100 and 
reduce irritation that may be caused thereby. 
0066. The stiffening member 116 preferably comprises a 
nitinol wire having a tapered distal end. A coil spring (not 
shown) may be affixed about the distal end of the stiffening 
member 116 to provide for a transition in flexibility between 
the stiffening member 116 and the end cap 120. The distalend 
of the stiffening member 116 slidably engages with sleeve 
118 to form a slip joint connection 122. The slip joint 122 
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allows the distal end of the balloon 102 to axially move or 
translate with respect to the distal end of stiffening member 
116. This configuration allows the overall axial or longitudi 
nal length of balloon 102 to change during inflation or defla 
tion without transferring tensile or compressive forces to 
either outer catheter 108 or the stiffening member 116. The 
advantages provided by the slip joint 122 are more fully 
disclosed and explained in US 2003/0236495 and US 2004/ 
0236366, both entitled “Non-Buckling Balloon Catheter, 
the entire contents of which are incorporated herein by refer 
ence. The advantages of slip-jointed balloon catheters are 
further disclosed and explained in U.S. Provisional Applica 
tion No. 60/922,769, filed Apr. 10, 2007, and entitled “Non 
Buckling Balloon Catheter With Spring Loaded Floating 
Flexible Tip', the entire contents of which is also incorpo 
rated herein by reference. 
0067. Nevertheless, and for the reasons explained above, 
further advantages may be imparted to a slip-jointed balloon 
catheter by implementing positive control over the length of 
the balloon during deflation. In particular, the balloon cath 
eter 100 of the of the present invention comprises a balloon 
folding control mechanism 130 for controlling the length of 
the balloon 102 during deflation so as to promote the refold 
ing of the balloon 102 into at least a 3-wing configuration. In 
the particular embodiment depicted in FIG. 19, control 
mechanism 130 comprises a tubular member 132 disposed 
about the portion of the stiffening member 116 extending 
through the interior of the balloon 102. The tubular member 
132 is configured to act as back stop or spacer to prevent the 
distal end of the balloon 102 from moving too far proximally 
during deflation, i.e., from shortening excessively. As 
explained above, if the length of the balloon 102 is not con 
strained, the balloon will tend to shorten by an amount nec 
essary to achieve a 2-wing folding configuration, which due 
to energy considerations is the most prevalent folding con 
figuration. This will lead to excessive crumpling of the bal 
loon 102. Moreover, the 2-wing folding configuration tends 
to result in an oversized deflated cross-section. The tubular 
member 132, on the other hand, prevents the balloon 102 
from shortening excessively during inflation, thereby pro 
moting a higher number folding configuration and reducing 
crumpling of the balloon 102. 
0068. In the particular embodiment illustrated, the tubular 
member 132 has a length that is shorter than the spacing 
between the distal face of the insert 114 and the proximal face 
of the end cap 120 by a distance X when the balloon 102 is in 
the inflated State. Thus, distance X represents the maximum 
amount of shortening that the balloon 102 will be allowed to 
undergo during deflation, and is selected based upon the 
aspect ratio of the balloon and the folding mode desired. For 
example, with respect to the balloon catheter 100 illustrated 
in FIG. 19, the balloon 102 has an aspect ratio of about 1.8. 
With reference to FIG. 18, and assuming that a 3-wing folding 
configuration is desired, a slight amount of shortening is 
required such that the ratio S/D would be about 0.0005. Thus, 
in order to facilitate and/or promote the desired 3-wing fold 
ing configuration, the length of the tubular member 132 
should be selected to provide a spacing of about 0.005 D. 
0069. The diameter of the tubular member 132 may also 
assist in promoting higher wing-number folding configura 
tions. In particular, it has been speculated that the relatively 
large diameter of the tubular member 132 (as compared to 
that of the stiffening member 116) tends to prevent the bal 
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loon 102 from folding into a 2-wing configuration. However, 
the mechanism by which this occurs, if at all, is not known at 
this time. 

(0070. The tubular member 132 may also provide other 
advantages in addition to promoting a higher-wing folding 
configuration and/or inhibiting balloon crumpling during 
deflation. In particular, tubular member 132 may provide a 
means for evacuating fluid from the distal end of the balloon 
102 if the proximal portion of the balloon 102 collapses and 
seals about the stiffening member 116 during deflation. This 
may be accomplished by configuring the tubular member 132 
to provide a pathway for the passage of inflation fluid from the 
distal end of the balloon 102 to the apertures 112 at the 
proximal end of the balloon 102. In one embodiment, the 
tubular member 132 may comprise a series of openings (not 
shown) disposed therealong through which the inflation fluid 
may pass into and along the interior of the tubular member 
132. 

(0071 FIG. 20 is a cross-sectional side view of the distal 
portion of the slip joint balloon catheter 100 of FIG. 19. 
However, this figure illustrates a second embodiment of a 
balloon folding control mechanism 130 in accordance with 
the present invention. In this particular embodiment, the bal 
loon folding control mechanism 130 comprises a stop collar 
142 affixed to the stiffening member 116 at a specific distance 
X from the proximal face of the end cap 120. As explained 
above in connection with FIG. 19, the distance X represents 
the maximum amount of shortening that the balloon 102 will 
be allowed to undergo during deflation, and is selected based 
upon the aspect ratio of the balloon and the folding mode 
desired. For example, with respect to the balloon catheter 100 
illustrated in FIGS. 19 and 20, the balloon 102 has an aspect 
ratio of about 1.8. With reference to FIG. 18, and assuming 
that a 3-wing folding configuration is desired, a slight amount 
of shortening is required such that the ratio S/D would be 
about 0.0005. Thus, in order to facilitate and/or promote the 
desired 3-wing folding configuration, the stop collar 142 
should be affixed to the stiffening member 116 so as provide 
a spacing X of about 0.005 D. 
0072 FIG. 21 is a cross-sectional side view of the distal 
portion of the slip joint balloon catheter 100 of FIG. 19. 
However, this figure illustrates a third embodiment of a bal 
loon folding control mechanism 130 in accordance with the 
present invention. In this particular embodiment, the balloon 
folding control mechanism 130 comprises a stop collar 152 in 
combination with a compression spring 154. The stop collar 
152 is affixed to the stiffening member 116 and engages the 
proximal end of the spring 154. The spring 154 is positioned 
between the stop collar 152 and the proximal face of the end 
cap 120, and is configured to apply a biasing force therebe 
tween. The position of the stop collar 152 and/or the length of 
the spring 154 may be selected to ensure that the spring 154 
engages the end cap 120, or engages the end cap 120 at a 
specified force level, thereby inhibiting excessive shortening 
of the balloon 102. Because the spring 154 may be pre-loaded 
in compression, it is capable of lengthening and thus may be 
designed to encourage lengthening of the balloon 102 during 
deflation by a specified amount. The amount of balloon 
lengthening may be selected according to the balloon 102 
aspect ratio and desired folding configuration. This can be 
particularly advantageous in promoting folding into higher 
wing-number configurations. For example, and by reference 
to FIG. 18, it can be observed that for a balloon with an aspect 
ratio of about 1.1, a 4-wing folding configuration requires 
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lengthening such that S/D would be slightly greater than 0.05. 
Thus, if a compression spring 154 were to be employed with 
enough biasing force to encourage displacement of the distal 
end of the balloon 102 (relative to its proximal end) by an 
amount equal o about 0.05 D, a 4-wing folding configuration 
would be achieved during deflation. 
0.073 FIG. 22 is a cross-sectional side view of the distal 
portion of the slip joint balloon catheter 100 of FIG. 19. 
However, this figure illustrates a fourth embodiment of a 
balloon folding control mechanism 130 in accordance with 
the present invention. In this particular embodiment, the bal 
loon folding control mechanism 130 comprises a tubular 
member 162 in combination with a compression spring 164. 
The tubular member 162 acts as a spacer between the distal 
face of the insert 114 and the proximal end of the spring 164. 
Thus, the tubular member 162 transfers the force from the 
spring 164 to the insert 114. The spring 164 is essentially the 
same in configuration and function as the spring 154 of the 
embodiment illustrated in FIG. 21. 

0.074 FIG. 23 is a cross-sectional side view of the distal 
portion of the slip joint balloon catheter 100 of FIG. 19. 
However, this figure illustrates a fifth embodiment of a bal 
loon folding control mechanism 130 in accordance with the 
present invention. In this particular embodiment, the balloon 
folding control mechanism 130 comprises a tubular member 
172 and a compression spring 174, and is therefore similar to 
the arrangement of FIG. 22. However, the positions of the 
tubular member 172 and the compression spring 174 are 
reversed as compared to the arrangement of FIG. 22. Never 
theless, the function of these components is essentially the 
SaC. 

0075 FIG. 24 is a cross-sectional side view of the distal 
portion of the slip joint balloon catheter 100 of FIG. 19. 
However, this figure illustrates a sixth embodiment of a bal 
loon folding control mechanism 130 in accordance with the 
present invention. In this particular embodiment, the balloon 
folding control mechanism 130 comprises a compression 
spring 184 only. The compression spring 184 has a length that 
traverses the interior of the balloon 102 and engages both the 
distal face of the insert 114 and the proximal face of the end 
cap 120. In any event, the function of the spring 184 is essen 
tially the same as in the previously described embodiments. 
0.076 FIG. 25 is a cross-sectional side view of the distal 
portion of the slip joint balloon catheter 100 of FIG. 19. 
However, this figure illustrates a seventh embodiment of a 
balloon folding control mechanism 130 in accordance with 
the present invention. In this particular embodiment, the bal 
loon folding control mechanism 130 comprises a stop collar 
192 and a spring 194. The stop collar 192 is affixed to the 
distal end of the stiffening member 116 and is disposed within 
the sleeve 118 of the end cap 120. The spring 194 is likewise 
disposed within the sleeve 118 of the end cap 120, and 
engages the distal face of the stop collar 192 and the distalend 
of the sleeve 118. In any event, the function of the spring 184 
is essentially the same as in the previously described embodi 
mentS. 

0077. Any other undisclosed or incidental details of the 
construction or composition of the various elements of the 
disclosed embodiments of the present invention are not con 
sidered to be critical to the achievement of the advantages of 
the present invention, so long as the elements possess the 
attributes required to perform as disclosed herein. The selec 
tion of these and other details of construction are believed to 
be well within the ability of one of ordinary skill in the 
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relevant art in view of the present disclosure. Illustrative 
embodiments of the present invention have been described in 
considerable detail for the purpose of disclosing practical, 
operative structures whereby the invention may be practiced 
advantageously. The designs described herein are intended to 
be exemplary only. The novel characteristics of the invention 
may be incorporated in other structural forms without depart 
ing from the spirit and scope of the invention. 
What is claimed is: 
1. A balloon catheter comprising: 
a inflatable balloon comprising a balloon wall defining an 

interior volume, the balloon further comprising a distal 
end, a proximal end, and a central portion disposed 
therebetween; 

a catheter comprising an elongated shaft extending along a 
longitudinal axis between a distal end portion and a 
proximal end portion, the proximal end portion compris 
ing a connector configured to engage an inflation device, 
the distal end portion fixedly connected to the proximal 
end of the balloon, and a lumen extending though the 
shaft and in fluid communication with the interior Vol 
ume of the balloon; 

an end cap fixedly connected to the distal end of the bal 
loon; 

a stiffening member extending distally from the distal end 
portion of the catheter and through the interior volume of 
the balloon, the stiffening member being engaged with 
the end cap; and 

a balloon folding control mechanism configured to pro 
mote refolding of the balloon into a predetermined fold 
ing configuration upon deflation of the balloon. 

2. The balloon catheter according to claim 1 wherein the 
balloon folding control mechanism is disposed about a por 
tion of the stiffening member and traverses the interior Vol 
ume of the balloon. 

3. The balloon catheter according to claim 2 wherein the 
balloon folding control mechanism comprises a tubular mem 
ber that is slidably disposed about the stiffening member and 
is configured to operably engage the distal and proximal ends 
of the balloon upon deflation of the balloon. 

4. The balloon catheter according to claim 3 wherein the 
tubular member has a length that is less than a distance 
between the distal and proximal ends of the balloon when the 
balloon is in an inflated State so as to create a gap between the 
tubular member and at least one of the distal and proximal 
ends of the balloon. 

5. The balloon catheter according to claim 1 wherein the 
end cap comprises a sleeve extending partially therethrough, 
the sleeve being defined by an interior volume of the end cap, 
and further wherein the stiffening member is slidably 
engaged with the sleeve of the end cap so as to permit longi 
tudinal movement of the distal end of the balloon relative to 
the proximal end of the balloon. 

6. The balloon catheter according to claim 5 wherein the 
end cap comprises a polyurethane tube fixedly connected to 
the distal end of the balloon. 

7. The balloon catheter according to claim 5 wherein the 
sleeve comprises a distal terminus that is spaced away from a 
distal end of the stiffening member so as to permit axial 
movement of the distal end of the stiffening member relative 
to the distal terminus of the sleeve. 

8. The balloon catheter according to claim 5 wherein the 
balloon folding control mechanism comprises a stop collar 
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that is affixed to the stiffening member and is configured to 
operably engage the distal end of the balloon upon deflation 
of the balloon. 

9. The balloon catheter according to claim 8 wherein the 
stop collar is spaced away from the distal end of the balloon 
when the balloon is in an inflated state. 

10. The balloon catheter according to claim 5 wherein the 
balloon folding control mechanism is disposed within the 
sleeve of the end cap. 

11. The balloon catheter according to claim 1 wherein the 
balloon folding control mechanism is configured to apply a 
distally directed biasing force to the distal end of the balloon 
relative to the proximal end of the balloon. 

12. The balloon catheter according to claim 11 wherein the 
balloon folding control mechanism comprises a compression 
spring that is operably engaged with the distal end of the 
balloon when the balloon is in a deflated state, the compres 
sion spring being disengaged from the distal end of the bal 
loon when the balloon is in an inflated state. 

13. The balloon catheter according to claim 11 wherein the 
balloon folding control mechanism comprises a compression 
spring that is operably engaged with the distal end of the 
balloon at least when the balloon is in a deflated state. 

14. The balloon catheter according to claim 13 wherein the 
compression spring is disposed about the stiffening member 
and is operably engaged between the distal end of the balloon 
and a stop collar affixed to the stiffening member So as to 
apply a biasing force therebetween. 

15. The balloon catheter according to claim 13 wherein the 
compression spring is disposed about the stiffening member 
and is operably engaged with a tubular member, wherein the 
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compression spring and the tubular member are operably 
engaged between the distal and proximal ends of the balloon 
So as to apply a biasing force therebetween. 

16. The balloon catheter according to claim 13 wherein the 
distally directed biasing force applied by the compression 
spring to the distal end of the balloon is sufficient to lengthen 
the balloon upon deflation of the balloon. 

17. The balloon catheter according to claim 1 wherein the 
balloon folding control mechanism is configured to limit 
proximal movement of the distal end of the balloon relative to 
the proximal end of the balloon upon deflation of the balloon. 

18. The balloon catheter according to claim 1 wherein the 
balloon folding control mechanism is configured to promote 
a balloon folding configuration of 3-wings or higher upon 
deflation of the balloon. 

19. The balloon catheter according to claim 1 wherein the 
balloon wall comprises one of a non-elastic material, a non 
compliant material, and a semi-rigid material. 

20. The balloon catheter according to claim 1 wherein the 
stiffening member comprises an elongate proximal portion 
extending longitudinally through the lumen of the shaft of the 
catheter. 

21. The balloon catheter according to claim 20 wherein the 
stiffening member comprises an elongate nitinol wire. 

22. The balloon catheter according to claim 20 wherein the 
stiffening member comprises a tapered distal end portion. 

23. The balloon catheter according to claim 1 further com 
prising an inflation device for inflating or deflating said bal 
loon, said inflation device being attached to the connector on 
the proximal end portion of the catheter. 

c c c c c 


